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110k umayo s Ir n effectivenI!ess jrd IorrI-mtinn Ig or P IEixei iIn e McoIIo1mnise P Ioi Sea,:

i. So bmitter In forrmati on

Comnpany Name: Heiacus Kuixer, LLC
Companyv Address: 300 Hleraeus Ruizer, bIG,

South Bend, IN

Company Phonle: (.974) 299-5400

Contmrt Person: OAls Holden.

D~ate Stunmrasy pren L-ared: November 2, 201 1 (Revised Februa ry 20. 2012)

2. Legally Market Devices to which Substantial Equivalence is clanied:

He rae us Killie,, Grm B Il - Flexitime Fist & Scan 1102770
lieraeus Ku lien -m F-leximdne Monophase V0006 29

3. Device Identifiration

Trade /Proprietary Name: Flextine Monophase Pro Scan
Comnmon Name: Impression Material (21 CFR 872.3660)

C a ssi ficati oil: C lass 11
FDA Code: Dental ELW

4. Device Description

rlexitime Monophase Piro Scan is an addition-cross-lnlcing polyvinyl siloxane impression
material. Flexitime Monoptase Pro Scan is delivered in 380 nil cartridges and is padt of [lte
Flexitime Dynam ix Systein, llexitinme Mo nophlase Pro Scan is characterized by the addition
of a scannable dye (for scannability). Flexitime Mouiophase Pro Scan was developed to
complement Flexitime Mvonophase regarding scannability and Shore hardness, thus
improving the impression taking especially for dental implants. Additionally thle hydr opltilic
characteristics for optimal impression taking in the wet surronrd ings combined with good

mechiani cal pr oper'ties should be ensured. rile Mnth retention time for the product is 2.5S
nfl notes.

Flexit rue NIonophiase Pro Scan is for use in thle Dvn amix Automatic disp~ensin1g and nfl XI Ig-
syst em.

S, Intended Use



Flexitie JMouioplase Fto Scan is uwedro -,et an e~xact negative Copy of iepatientLs dental
si til -tion ap &caul heoused for opticail scanirlg inl dentalt scantner*di.; lId -o scanning
impressiaon materials,

6. Technological Characteristics

The physical proper ties of Flexitimne Monlophase Pro Scan like Flexi time Fast and Scan
(1(102770) and Flexiime Monophase (K000629) are in) compliance with ISO 4823.

Bothl Fl exit Ine Io no phaIse Pro Scan and Flexitime Fast and Scan (K 102770) are p repa t ed
wvith ott reqt uiting additionalI surf ace treatment far pticalI scanter ini denltalI scanners
designed for scanning impression materials.

7. Noincliiical Testing

'The biological comnpati bility or Fiexititne Monopliase Pro Scan was vet ifiecl in accordance
with the initerntiaonal standards.

The biocompatibili tv of Flexitime M lonophase Pro Scan in the aforementioned inadication
was d ocu mented in a hi acornpa ti hiIity eva Iimi Ottn rr anad time benefit/risk ic eat ion has
been judged as positive.

Considering the evaluated scientific data ande technical resutlts fIr Flexitimle Moniophiase Pro
-Scan it is conIcIMLu d that the products can be expected to exhibit the cfairmed tech nical
pe rfoirtva ace and th at povettial fUndciesi rabl Ici nical c (cc ts and itisks st Cin well coo trol led
and accepted, when weighed against their benefit to dentistry. Therefore, a positive benefit
versus risk ratio canl be stated by the experts for Flexitime Monophase Pro Scan, provided
that the products applied in accordance wvith its in tenlded use as outlined in the
manufacturer's instructions for Use.

Il. Summary of Conclusion

Flexitimne Monophase Pro Scan is substantially equivalentl to Flexitime F-ast & Scan and
Flexitime Monaphase. All of the products are indicated for taking impression materials of
suited techniques. In addition, Flexitime Monaphase Pro Scan is scannable without prior
preparation as is required with the predicate device Flexiiire Fast and Scan.

A biocornpatibility evaluation has been performoed by a toxicologist for Flexitimie
dIoneoph ase Pr o Scar- and it was confirined that the rad OitIct meets the reqiLr~en as of ISO.
10993 Statndard and it is co ncluded that the safety of Flexitime M anaphase Fro Scan is
equivalent to that of the predicate devices.

'fTe risk analvsis was carried out for lFlexitince ioil~. to 'mal can td it is conciluded that
the safety of the Flexiti me Monophase Pro Scan device fat' the intended use is substantial;,
equivalent to the predicate devices. Flexitirne Monopihase Pro Scan and the predicate
devices hoth Ithave the samne indications for use, warn iT)gs and contra in dicatiaons. Whtenr used
ia accordCance w.ith the instruoctions fOr- usci, by qtI h111fed personnel01 Flexitinte M anophase
Pro Scanl is SUhStiar~tily eqJuivalent to the predicate devices.



A DEPARTMENT OF HEALTH &4 HUMAN SERVICES Public Health Service

*'~~ios.Food and Drug Administration
10903 Newv Hampshire Avenue
Document Control Room -W066-G609
Silver Spring, MD 20993-0002

Ms. Jamie L. Mearna
Quality Assurance & Regulatory Affairs
Heraeus Kulzer, LLC
300 Heraeus Way JUL 13 2012
South Bend, Indiana 46614

Re: K1 13574
Trade/Device Name: Flexitime Monophase Pro Scan
Regulation Number: 21 CFR 872.3660
Regulation Name: Impression Material
Regulatory Class: 11
Product Code: ELW
Dated: May 31, 2012
Received: July 11, 2012

Dear Ms. Mearna:

We have reviewed your Section 5 1 0(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of
the Federal Food; Drug, and Cosmetic Act (Act) that do not require approval of a premarket

approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice,
labeling, and prohibitions against misbranding and adulteration. Please note: CDRH does
not evaluate information related to contract liability warranties. We remind you, however,
that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class Ill
(PMA), it may be subject to additional controls. Existing major regulations affecting your

device can be found in the Code of Federal Regulations, Title 2 1, Parts 800 to 898. In

addition, FDA may publish further announcements concerning your device in the Federal

Register.
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Please be advised that FDA's issuance of a substantial equivalence determination does not
mean that FDA has made a determination that your device complies with other requirements
of the Act or any Federal statutes and regulations administered by other Federal agencies.
You must comply with all the Act's requirements, including, but not limited to: registration
and listing (21 CFR Part 807); labeling (21 CFR Part 801); medical device reporting
(reporting of medical device-related adverse events) (21 CFR 803); good manufacturing
practice requirements as set forth in the quality systems (QS) regulation (2 1 CER Part 820);
and if applicable, the electronic product radiation control provisions (Sections 53 1-542 of
the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801),
please go to
http://www.fda.gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucm 15809.htm for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also,
please note the regulation entitled, "'Misbranding by reference to premarket notification"
(2 1CFR Part 807.97). For questions regarding the reporting of adverse events under the
MDR regulation (21 CFR Part 803), please go to
http://www.fda.gov/M\edicalDevices/Safetv/ReportaProblemi/default.htm for the CDRH's
Office of Surveillance and BiometricslDivisioh of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free
number (800) 638-2041 or (301) 796-7 100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industrv/default.htm.

Sincerely yours,

1M*~~ ~4
Anthony D. Watson, B.S., M.S., M.B.A.
Director
Division of Anesthesiology, General Hospital,

Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



Indications for Use

510(k) Number (if known): 7.L3

Device Name: Flexitime Monophase Pro Scan

Indications for use;

It is used to get an exact negative copy of the patient's dental situation and can be used for
optical scanning in dental scanners designed for scanning impression material.

Prescription Use X___ AND/OR Over-The-Counter Use ___

(Part 21 CFR 801 Subp-art 0) (21 CFR 507 Subpart C)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF

NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Off) __JPg _-o 1
Division of Anesthesiology, General Hospital
Infection Control, Dental Devices

510(k) Number: >H rY


